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DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-13, drawn to methods of collecting a bodily fluid sample from an 
incision in the skin, classified in class 600, subclass 578. 

II. Claims 14-20, drawn to a method of creating an incision and testing body 
fluid with a sampling device, classified in class 600, subclass 583. 

III. Claims 21-23, drawn to a sampling module, classified in class 600, 
subclass 576. 

IV. Claims 24-42,45-57, 60-67, 70, 71 and 77, drawn systems for body fluid 
sampling and tissue/skin penetration, classified in class 600, subclass 
584. 

V. Claims 43, 44, 58 and 59, drawn to methods sampling of body fluid, 
classified in class 600, subclass 583. 

VI. Claims 68 and 69, drawn to methods of installing a visual display, 
classified in class 128, subclass 898. 

VII. Claims 72-76, drawn to methods for sampling body fluid using a human 
interface, classified in class 606, subclass 181. 

VIII. Claims 78-85, drawn to a device for determining analyte concentration 
having means for determining whether a sufficient amount of sample is 
present, classified in class 600, subclass 584. 



Application/Control Number: 10/612,852 Page 3 

Art Unit: 3736 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions II and I are related as combination and subcombination. Inventions V 
and I are related as combination and subcombination. Inventions in this relationship are 
distinct if it can be shown that (1) the combination as claimed does not require the 
particulars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In the 
instant case, the combinations as claimed do not require the particulars of the 
subcombination as claimed because the combinations do not require the stimulator 
sleeve of the subcombination. The subcombination has separate utility such as 
collecting a bodily fluid sample from an incision created by a separate lancing device. 

3. Inventions VII and I are related as subcombinations disclosed as usable together 
in a single combination. The subcombinations are distinct if they do not overlap in 
scope and are not obvious variants, and if it is shown that at least one subcombination 
is separately usable. In the instant case, subcombination I has separate utility such as 
collecting a bodily fluid sample from an incision created by a separate lancing device. 
See MPEP § 806.05(d). 

4. Inventions III and I are unrelated. Inventions IV and I are unrelated. Inventions 
VI and I are unrelated. Inventions VIII and I are unrelated. Inventions are unrelated if it 
can be shown that they are not disclosed as capable of use together and they have 
different designs, modes of operation, and effects (MPEP § 802.01 and § 806.06). In 
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the instant case, the different inventions are not disclosed as capable of use together 
(the apparatus inventions lack a capillary tube to carry out the method) and they have 
different designs, modes of operation, and effects. 

5. Inventions II and III are related as process and apparatus for its practice. 
Inventions II and IV are related as process and apparatus for its practice. Inventions II 
and VIII are related as process and apparatus for its practice. The inventions are 
distinct if it can be shown that either: (1) the process as claimed can be practiced by 
another and materially different apparatus or by hand, or (2) the apparatus as claimed 
can be used to practice another and materially different process. (MPEP § 806.05(e)). 
In this case, the method can be practiced with materially different apparatuses of the 
different inventions above. 

6. Inventions II and V are related as combination and subcombination. Inventions 
II and VII are related as combination and subcombination. Inventions in this relationship 
are distinct if it can be shown that (1) the combination as claimed does not require the 
particulars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In the 
instant case, the combination as claimed does not require the particulars of the 
subcombination as claimed because each subcombination claims more details then the 
combination. Each subcombination has separate utility such as use by itself. 
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7. Inventions VI and II are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions are not disclosed as capable of use together and they have different 
designs, modes of operation, and effects. 

8. Inventions IV and III are related as combination and subcombination. Inventions 
VIII and III are related as combination and subcombination. Inventions in this 
relationship are distinct if it can be shown that (1) the combination as claimed does not 
require the particulars of the subcombination as claimed for patentability, and (2) that 
the subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In 
the instant case, the combinations as claimed do not require the particulars of the 
subcombination as claimed because the combinations do not require the reservoir 
claimed in the subcombination. The subcombination has separate utility such as 
replacing a used module in a blood glucose test meter. 

9. Inventions V and III are related as process and apparatus for its practice. 
Inventions VII and III are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another and materially different apparatus or by hand, or (2) the apparatus 
as claimed can be used to practice another and materially different process. (MPEP § 
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806.05(e)). In this case, the apparatus can be used to practice alternative materially 
different processes (V and VII). 

10. Inventions VI and III are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions are not disclosed as capable of use together and they have different 
designs, modes of operation, and effects. 

1 1 . Inventions V and IV are related as process and apparatus for its practice. 
Inventions VII and IV are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another and materially different apparatus or by hand, or (2) the apparatus 
as claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case, the apparatus can be used to practice alternative materially 
different processes (V and VII). 

12. Inventions IV and VIII are related as combination and subcombination. 
Inventions in this relationship are distinct if it can be shown that (1) the combination as 
claimed does not require the particulars of the subcombination as claimed for 
patentability, and (2) that the subcombination has utility by itself or in other 
combinations (MPEP § 806.05(c)). In the instant case, the combination as claimed 
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does not require the particulars of the subcombination as claimed because the 
combination does not require the means for determining a sufficient amount of sample. 
The subcombination has separate utility such as by itself. 

13. Inventions VI and IV are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions are not disclosed as capable of use together and they have different 
designs, modes of operation, and effects. 

14. Inventions V and VII are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination does not require 
using a human interface. The subcombination has separate utility such as by itself. 

15. Inventions V and VIII are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another and materially different apparatus or by hand, or (2) the apparatus 
as claimed can be used to practice another and materially different process. (MPEP § 
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806.05(e)). In this case, the apparatus can be used in another and materially different 
process as noted above. 

16. Inventions V and VI are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions are not disclosed as capable of use together and they have different 
designs, modes of operation, and effects. 

17. Inventions VII and VI are unrelated. Inventions VIII and VI are unrelated. 
Inventions are unrelated if it can be shown that they are not disclosed as capable of use 
together and they have different designs, modes of operation, and effects (MPEP § 
802.01 and § 806.06). In the instant case, the different inventions are not disclosed as 
capable of use together and they have different designs, modes of operation, and 
effects. 

18. Inventions VII and VIII are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another and materially different apparatus or by hand, or (2) the apparatus 
as claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case, the apparatus can be used in another and materially different 
process of another invention as noted above. 
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1 9. Because all of the above inventions are independent or distinct for the reasons 
given above and have acquired a separate status in the art because of their recognized 
divergent subject matter, restriction for examination purposes as indicated is proper. 

20. A telephone call was made to Charles P. Schmal on 6/5/06 to request an oral 
election to the above restriction requirement, but did not result in an election being 
made. 

21 . Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

22. The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

23. Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 
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24. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

25. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Apanius whose telephone number is (571) 272- 
5537. The examiner can normally be reached on Mon-Fri 8:30am-5pm. 

26. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

27. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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